























































































































widespread use and improper disposal of PVC.*"* Phthalate contamination is now ubiquitous
among the population of industrialized nations, and exposure to vinyl chloride “remains a cause
for concern.” " According to a 2005 study, one-quarter of U.S. women exhibit concentrations
of phthalate metabolites higher than those correlated with irregular sexual development in male
infants,”' and evidence indicates that contamination might be even more prevalent among
pregnant women in urban settings.””> To protect the next generation and preserve the marine
environment, EPA must promptly take action to manage discarded PVC as hazardous waste.

k. Other Appropriate Factors

As this petition explains, a considerable body of scientific research implicates discarded
PVC, vinyl chloride and associated phthalate plasticizers in a range of threats to human health
and the environment. Moreover, recent research indicates that exposure pathways “outside the
scope of traditional toxicity testing” might result in additional harm.”* For example, low doses
of phthalates and other endocrine-disrupting chemicals often produce health effects different
from or more severe than those associated with higher concentrations.”* Simultaneous exposure
to multiple phthalates or to a single phthalate mixed with other environmental pollutants, might
elicit a synergistic response.”® In addition, the recent discovery of additional phthalate
metabolites indicates that human exposure probably exceeds previously published estimates.
Because the majority of chemical compounds used in PVC production remain untested, existi’r,i

toxicity data likely underestimate risks arising from the improper disposal of discarded PVC.™"

278

*'% In addition to ignoring significant sources of human and environmental exposure to phthalate
plasticizers, existing laws may suffer from inadequate enforcement. See, e.g., Margaret H.
Lemos, State Enforcement of Federal Law, 86 N.Y.U.L. REV. 698, 738 (2011) (explaining that
federal phthalate restrictions “allow[] states to influence policy by adjusting the intensity of
enforcement and hence the degree to which manufacturers are deterred from using phthalates,”
and observing that an elected attorney general from a “conservative™ state might have little
incentive to take action in the consumer protection field).

fiﬂ Wormuth et al., supra note 176, at 803; Kielhorn et al., supra note 12, at 579.

2! Swan et al., supra note 15, at 1056.

22 Adibi et al., supra note 16, at 1722 (reporting that pregnant women in New York City “appear
to be exposed [to phthalates] at levels above background levels in the United States, which may
have implications for their pregnancy and/or the fetus™).

**3 Heather J. Hamlin, Embryos as Targets of Endocrine Disrupting Contaminants in Wildlife, 93
BIRTH DEFECTS RES. PART C: EMBRYO TODAY: REV. 19, 23 (2011).

ﬂ: Id. at 21, 25.

“~ Mankidy et al., supra note 144, at 56; Hamlin et al., supra note 223, at 25; Howdeshell et al.,
supra note 101, at 175; see also Jobling et al., supra note 142, at 586 (noting that scientific
literature suggests that “measuring the total estrogenic burden due to environmental
contaminants may have more relevance than assessing exposure by measuring levels of
individual estrogens alone,” because “environmental estrogens may act cumulatively™).

**® Frederiksen et al., supra note 97, at 902-03, 906.

9 Stern et al., supra note 13, at 774.
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II. The Toxic Substances Control Act

A. Statutory Background

In 1976, Congress enacted the Toxic Substances Control Act (“TSCA™), 15 U.S.C. §§
2601 et seq., “to assure that ... innovation and commerce in ... chemical substances and
mixtures do not present an unreasonable risk of injury to health or the environment.”
Accordingly, lawmakers required manufacturers and processors to develop “adequate data™
conceming the effects of these compounds, and granted the U.S. Environmental Protection
Agency (“EPA™) “authority ... to regulate [those] chemical substances and mixtures which
present an unreasonable risk.”*!

Pursuant to section 6 of TSCA, EPA “shall” regulate a chemical substance if “there is a
reasonable basis to conclude” that the compound “presents or will present an unreasonable risk
of injury to health or the environment.”*** Permissible regulations include requirements
prohibiting or “limiting the amount of such substance ... which may be manufactured, processed,
or distributed in commerce.”>** In assessing risk, EPA must consider:

(A)the effects of such substance or mixture on health and the magnitude of the exposure
of human beings to such substance or mixture,

(B) the effects of such substance or mixture on the environment and the magnitude of the
exposure of the environment to such substance or mixture,

(C) the benefits of such substance or mixture for various uses and the availability of
substitutes for such uses, and ;

(D) the reasonably ascertainable economic consequences of the rule, after consideration
of the effect on the national economy, small business, technological innovation, the
environment, and public health. 224

Factual certainty is not required; instead, the agency may “base its action on scientific theories,
consideration of projections from available data, modeling using reasonable assumptions, and
extrapolations from limited data.”**> Even if EPA determines that another federal law “could
[sufficiently] eliminate[] or reduce[]” the risk associated with a particular chemical substance,
the agency may elect to regulate the substance under TSCA, provided that a “comparison of the
estimated costs” and “relative efficiency™ reveals that such action promotes the public interest. >

In the event that EPA lacks adequate data and experience upon which to determine the
health and environmental risks associated with a particular chemical substance, the agency “shall

3015 U.S.C. § 2601(b)(3) (2012). Within the meaning of TSCA, the term “chemical substance”
includes “any organic or inorganic substance of a particular molecular identity.” Id. § 2602(2).
B 1d. § 2601(b)(1) & (2).

32 1d. § 2605(a) (emphasis added).

23 1d. § 2605(a)(1)(B).

>4 Id. § 2605(c).

%35 Lead Fishing Sinkers; Response to Citizens® Petition and Proposed Ban, 59 Fed. Reg. 11,122,
71316, 158 (Mar. 9, 1994) (citing H.R. Rep. No. 1341, 9th Cong,., 2d Sess. 32 (1976)).
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by rule require that testing be conducted on such substance.”™’ Specifically, under 15 U.S.C. §
2603, EPA may compel manufacturers and processors to evaluate the safety of substances that
“may present an unreasonable risk of injury to health or the environment™ or that “[are] or will
be produced in substantial quantities” and, thus, ° rnay reasonably be anticipated to enter the
environment in substantial quantities” or result in “significant or substantial human exposure.”

B. Vinyl Chloride and Phthalate Plasticizers Pose an Unreasonable Risk of Harm to
Human Health and the Environment

Although Congress did not define the phrase “unreasonable risk,” EPA has interpreted
relevant legislative history to require that the agency:

balance the benefits derived from risk reduction against the social and economic
costs incurred, taking into account such factors as the extent and magnitude of
risk posed; the societal consequences of removing or restricting use of products;
availability and potential hazards of substitutes; and impacts on industry,
employment, and international trade.””’

No specific factual determination is necessary to establish “unreasonable risk.” For
example, even under the stricter standard of 15 U.S.C. § 2606, EPA need not present
evidence of actual injury before obtaining emergency injunctive relief to control
“immanently hazardous chemical substance[s] or mixture[s].”>*

A growing body of scientific evidence clearly shows that the inadequate management of
PVC, vinyl chloride and phthalate plasticizers poses significant threats to human and ecosystem
health. As a result of their widespread use, significant tendency to migrate, and resistance to
degradation, phthalates are the most abundant anthropogenic chemicals in the environment, -
contaminating even freshly fallen snow.”* Once dissociated from PVC, these compounds
accumulate in the tissues of aquatic and terrestrial organisms, = interfering with hermonc
regulation and altering sexual development in laboratory animals and human beings.”*
Moreover, recent rcsearch indicates that human contamination probably exceeds previously
published estimates,>* and exposurc pathways “outside the scope of traditional toxicity testing”
might result in additional harm.”*® For example, simultaneous exposure to multiple
phthalates 7 or to a single phthalate mixed with other environmental pollutants, likely elicits a

ff; 15 U.S.C. § 2603 (empbhasis added).

=3

**% Guidance for Petitioning the Environmental Protection Agency Under Section 21 of the Toxic
Substances Control Act, 50 Fed. Reg. 46,825, *2 (Nov. 13, 1985).
240 See H.R. Conf. Rep. No. 94-1679 78 (1976).

o Jobling et al., supra note 142, at 585.

2 Homn et al., supra note 150, at 3695.

243 See §§ LB.2., supra.

** Latini et al., supra note 60, at 93.

2% Frederiksen et al., supra note 97, at 902-03, 906.

**® Hamlin, supra note 223, at 23.

i Mankidy et al., supra note 144, at 56.
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synergistic response.”** Experts suspect that virtually universal exposure to phthalate plasticizers
“could be the leading cause of regroductive disorders in humans” and vinyl chloride also
“remains a cause for concern.”™" Despite the availability of less harmful alternatives, "
PVC industry consumes over 32 billion pounds of these toxic chemicals each year.”'

the

We urge EPA to promptly initiate rulemaking under 15 U.S.C. § 2605 to reduce the
unreasonable risk to public health and the environment associated with continued dependence on
PVC, vinyl chloride and phthalate plasticizers. In the event that the agency concludes that there
are insufficient data and experience upon which to determine or predict the effects of ubiquitous
contamination, we alternatively request that the agency adopt a rule under section 4 of the Act,
15 U.S.C. § 2603, requiring manufacturers and processors responsible for the generation of these
compounds to undertake additional toxicity testing.

CONCLUSION

As this petition explains, inadequate management strategies have permitted substantial
quantities of discarded PVC to accumulate in the marine environment, contributing to a broad
array of social, economic and environmental harms. Conventional landfill disposal practices also
fail to contain vinyl chloride and plastic additives, including designated toxic constituents, which
easily migrate from discarded PVC and ultimately infiltrate aquatic and terrestrial ecosystems.
The environmental persistence of these chemicals, combined with the massive rate of PVC
production, has resulted in nearly universal human exposure, raising concerns about a range of
associated health problems, including birth defects, cancers and diabetes.

Discarded PVC satisfies the statutory definition of “hazardous waste.” After disposal,
this matenial necessarily qualifies as potentially hazardous “solid waste.” Moreover, because
PVC typically contains substantial concentrations of toxic constituents, the improper disposal of
this material poses a substantial present and future threat to human health and the environment.
The analysis of EPA’s regulatory criteria set forth in detail above supports the listing of
discarded PVC as hazardous waste, and demonstrates that continued widespread use of PVC,
vinyl chloride and phthalate plasticizers poses an unreasonable risk to human health and the
environment. Immediate action is necessary to reduce the need for future corrective action and
prevent additional harm. Accordingly, we urge EPA to promptly exercise its authority to ensure
the safe disposal of discarded PVC.

%% Hamlin et al., supra note 223.

249 Latini et al., supra note 60, at 90; Kielhomn et al., supra note 12, at 579.

230 Kastner et al., supra note 69, at 363.

! Brandt-Rauf et al., supra note 70, at 2; Chatterjee et al., supra note 71, at 62; Lithner et al.,
supra note 71, at 1199.
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